European Directorate  Direction européenne

e om eyl Levodropropizine impurity C

HNudopmanronen aucT 3a 6€30macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878
Jlara na uznaBane: 03/04/2023 Bepewsi: 1.0

PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumMeHoBaHMe Ha BEIIECTBOTO : Levodropropizine impurity C

XUMHUECKO HANMEHOBAHHE : 2,3-enmoKcHmponan-1-ot; TIUIUIO0N; OKCHPAHMETAHOI
EO unnexc Ne © 603-063-00-8

EO Ne : 209-128-3

CAS Ne . 556-52-5

Kox Ha mpoaykra ;201601050

1.2. UnenTuduuupaHn BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yIoTpeda, KOMTO He ce
Nnpenopb4YBaT

1.2.1. UnenTudunupanu ynorpedn

OcHoOBHa KaTeropus Ha yrnorpeba . TIpomykThT € npeJHa3HA4YCH 32 U3CIICABAHMS, AHAIU3H M HAyYHO-00Pa30BaTEITHH LISIH.
VYnorpeba Ha BelecTBOTO/CMecTa : Camo 3a npodecroHa Ha ynorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTOopHH XMMHUKAIII

1.2.2. Ynorpeou, KOMTO He ce MPenopb4BaT

Orpannuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 IOCTABYHKA HA HH()OPMALMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TeseoHeH HOMED NPH CHELIHH CIIYYau

TenedoHeH HOMED TIPU CIELIHU CITyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Kanmneporennocr, Kareropns 1B H350
MyTareHHOCT 3a 3apoauiiHy Kinetkn, Kareropus 2 H341
ToxcuuHocT 32 penpoxykuusaTa, Kareropus 1B H360F
Ocrtpa TokcnuHOCT (MHXaI. ), Kateropus 3 H331
Ocrtpa TokcnuHOCT (nepmainHa), Kareropus 4 H312
Ocrtpa ToxcnuHoCT (opainHa), Kareropus 4 H302
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
CrenmdiyHa TOKCHIHOCT 3 OTPE/IeTIeHN OpTaH! — €HOKPAaTHA EKCIIO3MIINS, H335

Kateropust 3, npa3HeHe Ha JUXaTEIHATE IHTHIIA

Koposusi/mpasnene Ha koxara, Kareropus 2 H315

3a meanus Teket Ha H- u EUH-npenynpesxaenusTa 3a onacHoCT: BX. pasnern 16

Hebnaronpusitau pusnkoxumMuyau edexT U HedIaronpusTHH eheKTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpeaa

OHpCHeJ'IfIHC Ype3 EKCNCPTHO MHCHHUE U T10 CAJIaTa Ha JOKa3aTCICTBA.
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Levodropropizine impurity C

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

2.2. E1leMeHTH HA eTHKeTa

Erukerupane B choTBercTBHE ¢ Persiament (EO) Ne 1272/2008 [CLP]

Sk

IMuxrorpamu 3a onacuoct (CLP)

GHS06 GHS08
Curnanna gyma (CLP) : OrmacHo
Ipenynpexaenust 3a onacxoct (CLP) : H350 - Moxe na npu4nHH pak.

H341 - [peamnomnara ce, 4e MPUYHHIBA FCHETUYHH ACDEKTH.

H360F - Moxe 1a yBpeau OIIoguTeNHaTa CIIOCOOHOCT.

H331 - TokcuyeH mpu BAULIBAHE.

H312 - BpeneH mpu KOHTAKT C KOXKara.

H302 - Bpenen mpu noribLiaHe.

H319 - [Ipeau3BuKBa cepro3HO Ipa3HEHE HA OYHTE.

H335 - Moxe na npean3BHKa qpa3HeHe Ha TUXaTEIHUTE IHTHIIA.

H315 - [peau3BukBa Apa3HEeHe Ha KOXKATA.
Ipenopsku 3a 6e3omacuoct (CLP) : P202 - He u3mosn3BaiiTe mpeay aa cTe Mpovend U pa3dpaid BCHYKU OPEAna3sHi MEPKH 3a

06e30I1acHOCT.

P308+P311 - I1PU siBHa win mpeanonaraeMa excrosuisi: Obamere ce Ha JeKap.
EtukeTHpaHe B ChOTBETCTBUE C: U3KIIOUCHHS 32 BBTPEIHH ONAaKOBKH, KOraTo ChAbPXKAHUETO He npesuiasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS06 GHS08

2.3. JIpyru onacHOCTH

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

PA3JEJI 3: ChcraB/undgopmanus 3a CbCTAaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Kaacupukauusi B cbOTBeTCTBHE €
NpPOAYKTA Persnament (EO) Ne 1272/2008 [CLP]
2,3-enokcunponan-1-o; TIHIHI0N; OKCHPAHMETAHOI CAS Ne: 556-52-5 <100 Carc. 1B, H350
EO Ne: 209-128-3 Muta. 2, H341
EO unpexc Ne: 603-063-00-8 Repr. 1B, H360F

Acute Tox. 3 (uaxanauuonna), H331

Acute Tox. 4 (nepmanna), H312 (ATE=1980
mg/kg TerecHo Terio)

Acute Tox. 4 (opanna), H302 (ATE=420
mg/kg TerecHo Terio)

Eye Irrit. 2, H319

STOT SE 3, H335

Skin Irrit. 2, H315

3a mpanus TekeT Ha H- u EUH-npenynpeskaeHusTa 3a OacHOCT: BXK. paszen 16

3.2. Cmecn

He e npunoxumo
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Levodropropizine impurity C

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 4: Mepku 3a NbpBa NOMOIY

ITepBa momoI1 Mpy BANIIBAHE . Jla ce ocTaBu mocTpajanus Ha YMCT Bb3ayX. OCUrypere cBex Bb3yX Ha 3aCErHATOTO JIMIIE.

ITspBa nomomy Ipy KOHTAKT € KOXKaTa : Jla ce oTcTpaHN MaKCHMAJIHO 4pe3 W30bpCBaHe (C UKCTa M MeKa MoNuBamnia Kbpia). Msmuiite 06miHO
¢ BOm/....

ITepBa MOMOII IPH KOHTAKT C OYUTE : MsnmakHeTe ¢ BOzia, KAaTO IBP)KUTE OYNTE ITMPOKO OTBOPEHM.

ITepBa MOMOII IIPH MOTITBINAHE . Wsnnakuere ycrara.

Cumnromu/edeKxTd ciejl BAUIIBaHE : HepmocrarbuHu faHHU.
Cumnromu/edeKT ciell KOHTAKT ¢ KoxKaTa : HepmocrarbuHu naHHU.
Cumnromu/edeKTu cielf KOHTaKT C O4UTe : HepmocrarbuHu faHHU.

Hon;pceTe MCIULUHCKHA ChBET/ oMol HpPI BB3MOKHOCT [1a C€ IMOKaXC HACTOALIUA JIUCT, & aKO HE € Ha PA3II0JI0KEHUE, 1a CC IOKAXXE OMMaKOBKaTa MJIA €TUKETA.

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKHU

TToaxoasu TI0KapoTraCUuTEIHA CPEACTBA : Opesiy10 3a 3aracsiHe Ha OTbHSL.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MoXapu . I[a C€ U3MO0JI3BAT CPEACTBA, MOAXOAAIIHN 3a raCECHE Ha I0XKapu B CbCEIACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IMycC

OO1H MepKH : Jla ce u30srBa MpeKkust KOHTAKT ¢ npoxykra. He BuBaiite
Ipax/IymeK/ras3/ Ium/n3napeHus/aepo30iH.

6.1.1. 3a mepcoHas, KOWTO He OTrOBAPSI 32 CIIEUIHH CJIyYau

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaL[I/ISI

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Meroau 3a mouricTBaHE : V6CI[CT6 C€, 4€ OTIIaABLHUTE Ca C'bﬁpaHH 1 C€ CbXpaHABAT HA CUTYPHO MSCTO. ITouncrere
CTapaTeIHoO.

Hsima HaymM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Levodropropizine impurity C

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

3AEJI 7: O6padoTka 1 CbXpaHeHne

7.1. Tlpenna3Hu MepKH 3a Ge3onacHa pagora

JIOIBITHUTETHA OTIACHOCTH TI0 BpeMe Ha 06paboTka . Ha norpeGurers fa ce 00bpHE BHUMAHHE 32 PUCKOBETE, EBEHTYATHO CBBP3aHH C U3IIOI3BAHETO HA
MPOJIyKTa 32 APYTH IIENH, PA3IHIHH OT TE3H, 32 KOUTO € TPEeIHA3HAYCH.

Ipenna3uu mepku 3a 6e3omacHa pabora : C marepuana TpsiOBa Ja ce paboTu BHUMATENHO. [la ce u30srBa npekusi KOHTAKT C MPOIYKTa.

XUrueHH" MEPKH . Jla ce paboTH B CHOTBETCTBUE C M3UCKBAHUATA HA JI00paTa MPOMHIILIEHA XHUTHEHA U TIPOIIEyPHUTE 32
06e30MacHOCT.

7.2. YcnoBus 3a 6e30macHO CbXpaHsiBaHe, BKIKYUTE/IHO HECbBMECTUMOCTH

TexHuueckn MepKu : Jla ce cma3BaT NPHIIOKUMHUTE PA3MOPEAOH.
VYcnoBust 3a cbXpaHsBaHe : Jla ce chXxpaHsBa 1O KIIOU.

7.3. Cneunduuna(un) kpaiina(u) ynorpe6a(u)

Bux maparpad 1.

8.1. [lapameTpH Ha KOHTPOJX

8.1.1 HaIIPlOHa.]'lHl/l rpaHuYHHA CTOIHOCTH Ha npod)ecuonaﬂﬂa CKCIO3UIHUA U OHOJIOTUYHHU TpaHHYIHHA CTOMHOCTH

Hsima Hanmmana JOIBJIHUTCITHA anpopMauns{

8.1.2. IlpenopbunTeTHH NPOLEAYPH 32 HADIIOeHNE
Hsima Hain4Ha AOIBIHUTENIHA HHPOPMALUL

8.1.3. O6pa3yBaT ce 3aMBPCHTEIH HA Bb3AyXa

HsiMa HanMYHA TOIBITHATENHA HHGOpMAIHS

8.1.4. DNEL u PNEC

HsiMa HaimM4YHa TOMBJIHATETHA HHOOPMALUS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima Hanmana JOIBJIHUTECITHA I/IH(i)OpMaI.II/ISI

8.2. KoHTpOJI Ha eKCIIO3UIUATA

8.2.1. Moaxoasiu TEXHUYECKH KOHTPOJI

Ioaxoasiy TeXHHYECKH KOHTPOJI:
Jla ce cpXpaHsBa B JoOpe NPOBETPUBO MoMelleHHe. Jla ce U3MoN3yBa eIMHCTBEHO B CMyKaTelHa KaOuHa ¢ MHTerpupaH Gpuirsp. Bucokoedexrusen GpuiTsp 3a
gactuiy (HEPA duntsp).

8.2.2. JInuHH Npeana3Hu CPeACcTBa
8.2.2.1. 3amuTa HAa OYUTE U JIULETO

3ammTa HA OUMTE:
Ipennazuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KOKATA

3ammTa Ha KOKAaTa U TSJIOTO:
Jla ce H3n013yBa XUMHYECKH YCTOIUMBO 3amuTHO obnekno. DIN EN 13034

3ammTa Ha pblLeTe:
XUMHUeCKH YCTOMYHBY Ipena3Hy pbkasuny. ISO 374-1

8.2.2.3. 3amuTa HA IMXATEJTHATE MHTHIIA

3amuTa Ha ANXaTETHATE MBTHINA
OrtzensiHe Ha mpax: npotuBonpaxosa Macka ¢ ¢puarsp P3. DIN EN 140 & 149. Teuen npoaykr : AHTHaepo30i1Ha Macka. Hocere quxareneH amapar, ako cTe
M3JI0’KEHHU Ha Mapu/mpaxoBe/acpo30IIi
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Levodropropizine impurity C

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2.2.4. TepMUYHH ONIACHOCTH

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

8.2.3. KoHTpOJ1 Ha eKCNO3HIMATA B OKOJIHATA Cpea

Hsma nanmmgHa JOIBIHUTENTHA HHPOPMAIHL

JIEJI 9: ®u3u4yHN U XUMHYHH CBOMCTBA

ATperaTtHo ChCTOSHHE . Teuno

st : He e HanuyHo
Mupuc . He e npunoxumo.
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToneHe : He e Hanmuyno
Touka Ha 3aMpB3BaHe . He e nanmuuno
Touka Ha KuIIeHe : 160-161°C
3amanumoct . He e HammunO
I'paHuIM Ha EKCILUIO3UBHOCT : He e Hanmu4HO
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e Hanmu4HO
T'opHa rpaHuna Ha eKCIUIO3UBHOCT : He e Hanmu4HO
Temmneparypa Ha pa3narase :71°C
TeMneparypa Ha camo3ananBaHe : He e Hanmu4HO
TeMneparypa Ha pasnagaHe : He e Hanmu4HO
pH 5

Buckosurer, kMHEMaTHYEH . He e nannuno
PazrBOopuMoOcT : Bopma: >1 g/l CmecBaem.
Koeguiment Ha pasnpeznenenue: N-okranon/soga (Log  : He e HammsO
Kow)

Hansrane Ha napure : He e Hanmu4HO
Hansrane na mapure npu 50°C . He e nanmmano
IIreTHOCT : He e Hanmu4HO
OTHOCHTEINHA ITBTHOCT . He e HammunO
OTHOCHTEINHA INTBTHOCT Ha mapute npu 20°C . He e nanmmano
XapaKTepHUCTHKH HAa YaCTUIIUTE : He e npunoxumo

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJIacoBeTe HAa (U3MYHA ONACHOCT

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

Cra0useH npy HOPMAJHHU YCIIOBHS.

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIHS

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIUS

Hsima HaymM4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH
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Levodropropizine impurity C

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Hsma nipu Hopmansa ynorpe6a. Bukre Pazzgen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3NIapEeHHUS.

PA3JIEJI 11: Toxkcunkonoruyna nagopmanus

Ocrtpa ToKCHYHOCT (OpaiHa)

OcTpa TOKCUYHOCT (JepMaiHa)
OcTpa TOKCHYHOCT (BMILIBAHE)

Bpenen npu norasimane.
Bpenen npu KOHTAKT ¢ KOXKaTa.
TokcuyeH npy BAMIIBAHE.

2,3-emokcHnponan-1-oyr; rIMOUI0; OKcHpanMeTanoa (556-52-5)

LD50 nepmaitHo 3aek 1980 mg/kg
LC50 Baumsane - [L1ex 1980 mg/kg
KoposuBHOCT/ipasHeHe Ha KoXKaTa IMpenu3BuKBa JpasHEHE HA KOXKATA.
pH: 5
CepHOo3HO YBPEXKIAHE Ha OUMTE/IpasHEHE HA OUMTE [peau3BUKBa CEPUO3HO JPA3HEHE HA OUMTE.
pH: 5

Cencnbunmsanys Ha AUXaTETHUTE IBTUINA WK KOJKaTa
MyTareHHOCT Ha 3apOIHUIITHATE KJIETKA
Kanneporennocr

TOKCHYHOCT 3a PEPOIYKIHATA

CTOO (cnenuuyHa TOKCHYHOCT 3a OINPEICICHH
OpraHu) — eHOKPATHA CKCIIO3ULIUS

CTOO (cennduyHa TOKCHYHOCT 32 OIPEIEICHI
OpraHu) — ITOBTaPIIIA CE EKCIO3UIIHS

OmnacHoct IIpy BAUIIBAaHE

He ce xnacudmmpa

Ipennonara ce, ye NIPUYMHABA TEHETUYHH JIeHEKTH.
Moxxe 1a TPUYUHHU paK.

Mooxe 1a yBpe/u OILIOJUTEIHATA CIOCOOHOCT.

Mosxe na Npeau3BUKa JPA3HEHE HA IUXATCIIHUTE I'bTUIA.

He ce xnacuduimpa

He ce xnacudmmpa

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 12: Exosnoru4yHa ungopmanus

Exomnorust - o61mo
OmnacHo 3a BogHAaTa cpefia, KpaTKOCPOUuHa (0CTpa)
OmnacHo 3a BoAHATa cpefia, IbITOCPOUHA (XPOHUYHA)

Omacuu otnaapiy. Jla ce U3Mon3yBaT HOAXOASAIIN KOHTEHHEPH 3a OTHAIHITE TIPOLYKTH.
He ce knacudmipa
He ce knacudmipa

2,3-enoKkcHnponaH-1-01; ranuuIou; okcupanmeranod (556-52-5)

LC50 - Pu6u [1]

280 mg/l LC50-96 Hour - fish

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIHS

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

03/04/2023 ([lata Ha u3aBane)

BG (6warapckn) 6/9



Levodropropizine impurity C

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

12.6. CBoiicTBa, HapymIaBamy (pyHKIHUTE HA €HIOKPHHHATA CHCTEMA

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

12.7. ipyru He4IaronpusitTHu edexTu

Hsma Hanm4Ha JONBIHUTENTHA HHOPMALUS

PA3JIEJI 13: OGe3BpexkaaHe Ha OTHAIBLUTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

MecTHO 3aKOHOJATEIICTBO (OTHaZ[’bI_H/I) . I[a C€ U3XBBPIIH 110 0e30IaceH HAuYMH B ChOTBETCTBUE C MECTHHTE / HaOUOHAJHU pa3nope)16u.

PA3JIEJI 14: UHdopManusi OTHOCHO TPAHCHOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH nim upenTudukanuoneH Homep

UN 2810 ‘ UN 2810 ‘ UN 2810

14.2. Touno HaMMeHOBaHHE HA MpaTKaTa Mo cnucbka Ha OOH

TOKCHUYHA TEYHOCT, OPTAHUYHA, H.V K. ‘ TOXIC LIQUID, ORGANIC, N.O.S. ‘ Toxic liquid, organic, n.o.s.

Onucanue Ha TPAaHCHOPTHUTE JOKYMEHTH

UN 2810 TOKCMYHA TEYHOCT, OPTAHIUHA, | UN 2810 TOXIC LIQUID, ORGANIC, N.O.S., 6.1, |  UN 2810 Toxic liquid, organic, n.o.s., 6.1, Il
H.Y.K., 6.1, IIL (E) 1

14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCIIOPTHPaHe

6.1 6.1 6.1
6 6
14.4. OnakoBb4Ha rpyna
11 11 11
14.5. OnacHocTH 3a OKOJIHATA Ccpefia
OnacHo 3a okonHaTa cpena: He OnacHo 3a okonHata cpena: He OnacHo 3a okonHata cpena: He

Mopcku 3ambpeuten: He

Hsima JOIIBJIHUTCITHA HAJIMYHA I/IH(i)OpMaLIHSI

14.6. Cniequa/iHy npeana3’Hu MEPKH 32 MOTPeOUTeInTe

CyxombTeH TPAHCIIOPT

Knacudukanuones ko (ADR) Tl
Crienmanau pasnopendou (ADR) 1 274,614
Orpannuenn konndectsa (ADR) . 5l
HUskimouenn xommdectsa (ADR) : El
OnakoBb4HHU nHCTpYKIUK (ADR) : P001, IBC03, LPO1, ROO1
Cwmecenn onakoBkd (ADR) : MP19
WHCTpyKINH 3a IPEHOCHMH IIUCTEPHU U KOHTeiHepu3a @ T7

nHacunau ToBapu (ADR)

CrienpanHy pasnopeou OTHOCHO peHocuMmH muctepan @ TP1, TP28
1 KOHTelHepH 3a HacuHH ToBapu (ADR)

Kogose 3a nuctepuu (ADR) : L4BH
Crietpainuy pasnopeadu otHocHo uucrepud (ADR) : TU15, TE19
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Levodropropizine impurity C

Nudopmanronen auct 3a 6€30macHOCT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

IIpeBo3HO CpencTBO 3a MPEBO3 B IUCTEPHU AT
Tpaucnoptaa kareropus (ADR) D2
Crienmaniau pasnopendu 3a npesosa - Onakosku (ADR) @ V12
Criennaiiay pa3nopeadu 3a MmpeBo3 - TOBapeHe, CV13,CVv28
pasroBapBaHe u 00padoTtka (ADR)

CrienMaliiy pa3nopeaou 3a MpeBo3 — ONepPaTHBHA S9
nsncksanus (ADR)

Wpnentudukanronex Homep 3a onacHocT (Kemuiep No.) 60

OpamnxeBu Tabenu

Kon 3a TyHennu orpanuyenus (ADR)

Tpancnopt no Mope

Crenuanau paznopenou (IMDG) 223,274
Orpanunuenu koinuectsa (IMDG) 5L
Uskimiouenu konudectsa (IMDG) El
OmnakoBpunu uHCTPYKIWH (IMDG) P001, LPO1
IBC onakosbunu unctpykuuu (IMDG) IBCO3
Wnctpykunu 3a uuctepuu ( IMDG) T7
Creraniu pasnopenou otaocHo ucrepau (IMDG) TP1, TP28
EmS-Ne (IToxxap) F-A
EmS-Ne (Pa3nuB) © S-A
Kareropust Ha ToBapene ( IMDG) DA

Csoiictsa u Habmozaenus (IMDG)

Toxic if swallowed, by skin contact or by inhalation.

MFAG-No 154
Bb3aymien Tpancnopr

PCA Uzkmouenn xomuaectsa (IATA) El
PCA OrpannueHr KOJIMYECTBA METHHYECKH CaMOJIET U Y642
xapro (IATA)

PCA MaxkcuMaiHO HETHO KOJIMYECTBO 32 OTPAHUYEHO 2L
KOJIMYECTBO ITBTHUUECKH camoneT U kapro (IATA)

PCA HMHCTpyKIIMH 32 OIaKOBaHE MBTHUYECKH CAMOJIET 1 655
xapro (IATA)

PCA MaxkcnMaitHO HETHO KOJIMYECTBO ITbTHHYECKU 60L
camorer u kapro (IATA)

Wnctpyknun 3a onakoane camo kapro (IATA) 663
MakcuMaTHO HETHO KoirdecTBo caMo kapro (IATA) 1 220L
Crerrraan pasnopenou (IATA) o A3, A4, A137
ERG xkor (IATA) 6L

14.7. MOpCKP[ TPAHCHOPT HA TOBAPU B HACUITHO CbCTOAHUE CHIJIACHO HHCTPYMEHTH Ha MemyﬂapozmaTa MOPCKa opranusanus

He e npunoxxumo

PA3IEJI 15: UH¢dopManusi 0OTHOCHO HOPMATHBHATA ypenda

15.1. Cl'lellll(l)lfl‘ll-ll/l 3a BEeIIECTBOTO HJIK CMECTAa HOPMATHBHA ypenﬁa/salcononaTechTBo OTHOCHO 6030ﬂaCHOCTTa, 3ApaB€TO U OKOJIHATAa

cpena

15.1.1. Peranamentu Ha EC

REACH IIpuio:xenune XVII (YciaoBus 3a orpann4abaHe)

He ¢urypupa B IIpunoxernne XVII na REACH

REACH, ITpuiaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3peuiaBaHe)
He ¢urypupa B IIpunoxenne XIV na REACH (Cnucbk Ha BemecTBaTa 3a pa3pelaBaHe)
REACH Crnucnbk ¢ kanauaar-senrectsa (SVHC)

He ¢urypupa B cnmcska Ha REACH ¢ kanannar-BemecTsa
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Levodropropizine impurity C

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

Peranament orHocHo YO3 (EC 2019/1021, YcroiiuuBU OPraHuYHU 3aMbPCUTETHN)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KONTO HapymaBaT o3oHoBuUs cJoii (EC 1005/2009)

He ¢urypupa B criucbKa ¢ BelecTBa, KOMUTO HapymaBat 030HoBus cioit (Permament EO 1005/2009): Levodropropizine impurity C

PernameHnT oTHOCHO mpeKypcopuTe Ha B3puBHHU BemecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOUEHO(H) B CIIMCHKA C IpeKypcopH Ha B3puBHH BemecTBa (Permament EC 2019/1148 3a mpeanaranero Ha a3apa U ynorpedaTa Ha
IIPeKypCOPH Ha B3pUBHU BEIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha HApKOTH4YHHM BemlecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIItoueHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuuHuTe Bemectsa (Permament EO 273/2004 0THOCHO MPOM3BOACTBOTO H ITyCKaHETO
Ha 11a3apa Ha OIPEJICIICHH BEIECTBA, U3I0JI3BaHU 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTHUYHH MIIH IICMXOTPOIIHH BEILIECTBA)

15.1.2. HanuoHaHU pa3nopenou

Hsima Hanmmana JOI'BJIHUTCITHA I/IHq)OpMELI_II/ISI

15.2. Onenka Ha 0€30MaCHOCT HA XHMHYHOTO BElIeCTBO HJIH CMeC

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

PA3JIEJI 16: Apyra uadopmanus

IIbaen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a oacHoCT:

Acute Tox. 3 Ocrtpa TokcnunocT (nnxan.), Kareropus 3
(MHXaJIAIOHHA)

Acute Tox. 4 (zepmaiiHa) Octpa Tokcu4HoCT (nepmaina), Kareropus 4

Acute Tox. 4 (opanHa) Ocrtpa TokcuuHoOCT (opainHa), Kareropus 4

Carc. 1B Kanneporennocr, Kareropus 1B

Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kareropus 2
H302 Bpenen npu norsinane.

H312 Bpezen npu KOHTAKT € KOXKATA.

H315 TIpeausBukBa qpa3HeHe Ha KOXKara.

H319 IIpeansBuKBa CEpPHO3HO JPa3HEHE HA OUUTE.

H331 TokcuueH NpH BAMIIBAHE.

H335 Moske 1a mpequ3BUKa Ipa3sHeHe Ha AUXaTeIHUTe IBTHINA.
H341 Ipenmnonara ce, ue IPUINHSABA TEHETUYHH TEHEKTH.
H350 Moske fa MPUYHHA paK.

H360F Moske 1a YBpPEIH OIUIOAUTENHATA CIOCOOHOCT.

Muta. 2 MyTareHHoOCT 3a 3apOAMIIHA KieTkH, Kareropus 2

Repr. 1B TokcuuHOCT 32 penpoxykiusTa, Kareropus 1B

Skin Irrit. 2 Koposusi/npasHeHe Ha koxata, Kateropus 2

STOT SE 3 CrernuuaHa TOKCHYHOCT 32 OIPEeIeHN OPraHy — eJHOKpaTHA ekcro3umus, Kareropus 3, npa3sHeHe Ha AUXaTEIHHTE ITBTUIA

Wudopmanmonen auct 3a 6esonacuoct (MUJ1B), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpxaiia ce B To3u MHOpMaMOHEeH JUCT 3a 6€30MacHOCT, € MOJy4eHa OT U3TOYHUIIM, KOUTO CMsTaMe 32
Ha/IeKIHH. Bhrpexn ToBa, HHOpManusiTa ce npegocTasst 0¢3 HUKaKBa rapaHI[ysl, M3pHYHA WIH IT0Apa3duparia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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